
Phone: (612) 873-2288 
(800) 328-5890 

Fax: (612) 873-2289 

WENDT INC. -_ 
Belle Plaine, Minnesota 56011 

A Family of Pharmaceutical Manufacturers 
Since 1927 

Dockets Management Branch (HTA-305) 
Food and Drug Administration 
5630 Fishers Lane 
Rm. 1061 
Rockvile, MD 20852 

April 25,200O 

Dear Sir or Madam, 

This letter is in reference to Food and Drug Administration% Docket No. OON-1198 
according to Wendt Laboratories’s records, the annual reports for Nitroflurarone 
ointment, 0.20~ (86-766)Bethanechol Chloride Tablets, 10 & 25mg, (84-185 8 84186) 
Nitroflurazone Ointment, Meclizine Hydrochloride Tablets, 25mg (85-041), lsoniared 
Tablets (85-040), Folic Acid Tablets (85-039), Menocarbamol Tablets (85-042) were 
submitted to the FDA and received on 08106199. Enclosed are copies of the 
acknowledgments as requested in the docket. Wendt Laboratories respectfully 
requests an opportunity for a hearing. 

Laboratories 
William E. Wendt, Pres. 
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TRiihITTAL OF ANNUAL REPORTS FOR DRUGS FOR HUMAN USE DATE SUBMITTED FonnApprwed. OMBNo 0910.0001 

- t!? (21 CFR314.81) Expiration Date: December31, 1991 
See OMB Statement on Revcrre of Part r 

NOTE: This report is required by law (21 USC355; 21 CFR314.81). failure to report can result 1. NDA OR ANDA NUMBER 
in withdrawal of approval of the New Drug Application. I I I I I 

, 

. 

Complete a transmittal form for each apphcation for whrch an annual report is being 
submitted. Retain the carbon copy labeled ‘apphcant.” Submit the remaining copies of the 
transmittal form alone with two comes of the annual reoort to FDA. 

2. Report No. (FDA Complete) 

y- liiq7-m 

APPLICANT NOTE 

If any part of the annual report applces to more than one application, list In item 7 all other 
Reference NDA and Y numbers 
(entered on Acknowledgement Copy) in any 

apphcations to which such parts apply 
subsequent correspondence regarding repon 

4. APPLICANT 3. CFR SECTION NUMBER (Antibiotic 

Wend% hbaratcries, he. only) 
5. DRUG NAME 6. TYPE OF REPORT (Check one) 

n ANNUAL 0 OTHER 

7. OTHER NDAIANTIBIOTIC APPLICATION NUMBERS (List all numbers if anypartof report 8 PERIOD COVERED BY REPORT 
applies to more than one number.) 

, FROM I TO 

YEAR MDNlH YEAR MDNTH 

1933 July 1999 July 

9. 
REPORT INFORMATION REQUIRED (See 5 314.8 I for description) 

(Enter type of information attached under “Identification. * /fyou have nothing to report, enter None.) 
(INFORMATION IN “9b’and “9c’ 6 ALWAYS REQUIRED.) 

TYPE OF INFORMATIO-Ii 

a. SUMMARY OF 
SGNIFICANT NEW INFORMATION 

IDENTIFICATION (Volume No.(s)lTab(s)/Page(s) of Report) 

?4one ,’ 

b. DISTRIBUTION DATA 

c. LABELING (Whether or not 
prevrously submitted) 

Has not been asnufactured or distributed 

not bean mnufactumd or distributed 

e. NONCLINICAL LABORATORY STUDIES 

f. CLINICAL DATA None 

I 
ORM FDA 2252 (6192) PREVlOuS EDITION 15 OBSOLETE 

FDA USE ONLY 

3. STATUS REPORT POST-MARKETING STUDIES 
None 

h. STATUS OF OPEN REGULATORY BUSINESS 
(Optional) 

lhne -. .--._ ._ 
TYPED NAME AND TITLE -OF RESPONSIBLE OFFICIAL OR AGENT 

.._C 

Jennifer Eckhardt, AdWGstrstive Assistant 

thin the window envelope tic marks) 
- 

IO. REPORT FILED IN NDA NUMBER 
r 

N 1% Is- 101 3 19 
I 1. DATE OF RECEIPT 

ACKNOWLEDGEMENT 

Did Line 

Ad line - 



h. STATUS OF OPEN REGULATORY BUSINESS 
(Optional) 

f+bf-fe _ 

TYPED NAME AND TITLE OF RESPONSIBLE OFFtClAL OR AGENT 

I j. . 
I Fl 
) 

PO Box I28 

I 
DRM FDA 225) 16192) PREVIOUS EDlllOhl IS OBSOLETE. 

Complete a transmrttal form for each apphcation for whrch an annual report is being 
submitted. Retain the carbon copy labeled “apphcant.” Submit the remamrng copies of the 
transmrttal form along with two copres of the annual report to FDA. 

If any part of the annual report apphes to more than one application, list m item 7 all other 
apphcatrons to which such parts apply. 

4. APPLICANT 

Won& Lsbora tories, Enc. 

5 DRUGNAME 

(Enter type of information attached under ‘Identification. * If you have nothing to report, enter None.) 

b DISTRIBUTION DATA ar distribubad 

CTURING AND 

e. NONCLINICAL LABORATORY STUDIES 

- 

FDA USE ONLY 

10. REPORT FILED IN NDA NUMBER 

N 191 !+ ( yb 

11. DATE OF RECEIPT 

ACKNOWLEDGEMENT 



INSTRUCTIONS 

Complete a transmittal form for each apphcatlon for which an annual report is being 
submitted. Retain the carbon copy labeled “applicant. Submit the remamtng copies of the 
transmittal form along with two copies of the annual report to FDA. 

REPORT INFORMATION REQUIRED (See 5 314.81 for description) 
(Enter type of information attached under ‘Identification. ” If you have nothing to report, enter None.) 

2. NONCLINICAL LABORATORY STUDIES 

(Optional) 

Jennif’& Eckhalxft, Addl.nistratiwe AssistaM 

IRM FDA 2257 (6/92) PREVIOUS EDITION IS OBSOLETE. 
ACKNOWLEDGEMENT 



_ ~~$&SMITTAL OF ANNUAL REPORTS FOR DRUGS FOR HUMAN USE 
(22r CFR 314.81) 

DATE SUWMTED 

NOTE: Thus report IS re urred by Law (21 USC355; 21 CfR314.81). Failure toreportcanresult 
9 

1. NDA OR ANDA NUMBER 
in withdrawal o approval of the New Drug Application. I I 1 I I 

/ ti N 18 15 10 14 12 INSTRUCTIONS 
2. Report No. IfDA Complete) 

Complete a transmittal form for each application for whtch an annual report is being 
submitted. Retain the carbon copy labeled “apphcant.” Submit the remaining copres of the y- 
transmittal form along with two copres of the annual report to FDA. 

loli 1z.j 

AwLrANT NOTF 

If any part of the annual report applies to more than one application. list in item 7 all other 
Reference NDA and Y numbers 
Ientered on Acknowledgement Copy) m any 

apphcations to whrch such parts apply 
subsequent correspondence regarding repon 

4 APPLICANT 3. CFR SECTION NUMBER (Antibiotic 
Wendt Laboratories, Inc. only) 

5 DRUG NAME 6. TYPE OF REPORT (Chec& one) 

Methacarbamof 'Tablotsx.USP, 500 ?t@ m ANNUAL 0 OTHER 

7. OTHER NDA/ANTIBIOTIC APPLICATION NUMBERS (List a//numbers if anypartofreport 8 PERIOD COVERED BY REPORT 
applies to more than one number.) 

FROM TO 
i I I 

9 

YEAR MONTH YEAR MONTH 

1933 july 1999 &W.y 

REPORT INFORMATION REQUIRED (See 5 314.81 for description) 
(Enter type of information at$khed under ‘Identification. ” If you have nothing to report, enter None.) 

(INFORMATION IN “9b’and “9c” IS ALWAYS REOUIRED.) 

TYPE OF INFORMATION IDENTIFICATION (Volume No.(s)lTab(s)lPage(s) of Report) 

a SUMMARY OF 
SIGNIFICANT NEW INFORMATION None 

b DISTRIBUTION DATA 

:” LABELING (Whether or not 
previously submitted) 

Has not Men manufactured or distributed 

Was not been manufactured or distributed 
d. CHEMISTRY MANUFACTURING AND 

CONTROLS CHANGES Nona 

? NONCLINICAL LABORATORY STUDIES 

Nwle 

f CLINICAL DATA 
None 

1. STATUS REPORT POST-MARKETING STUDIES 
MClR% 

h STATUS OF OPEN REGULATORY BUSINESS 
(Optional) 

NV9 
TYPED NAME AND TITLE OF RESPONSIBLE OFFICIAL OR AGENT 

Jennifer-Eckbardt, Aekrinistsative Assistant 

I I 
FORM FDA 22’9 16/p2) PREVIOiJS EDITION IS OBSOLETE 

FDA USE ONLY 

IO. REPORT FILED IN NDA NUMBER 

N 18 ]+ly b 

I1 DATE OF RECEIPT 

AGfCNOWLEDGEMENl’ 



I INSTRUCTIONS 

‘If any part of the annual report appltes to more than one application, list m item 7 all other 
applrcatlons to whrch such parts apply 

4 APPLICANT 

_ 

S DRUGNAME 

NFtxd%,lrazone Osnt~nt, 0.m 

7. OTHERNDAJANTlBIOTICAPPLlCATlON NUMBERS(Lista//numbenifanypartofreport 
applies to more than one number.) 

5.. ( * .,’ -*,-... ? .,em&.k”-n I / ,, 3 .< ) ._ _ : . . 

2. Report No. (FDA Complete) 

+)I/~ If+/ 1 

APPLICANT NOTE 
Reteren~e NDA and Y numbers 
(entered on Acknowledgement Copy) ,n any 
subvquen: corre@xmdence regarding repon. 

1. CFR SECTION NUMBER (Antibiotic 
oniv) 

6. TYPE OF REPORT {Check one) 
q ANNUAL q OTHER 

8 PERIOD COVERED BY REPORT 

FHOM I TO 

YEAR MONlH YEAR MONTH 

a transmittal. form for each apphcation for whrch an annual report is berng 
Retain the carbon copy labeled “apphcant.” Submit the remaimng copies of the 

REPORT INFORMATION REQUIRED (See 5 314.81 for description) 
(Enter type of information attached under “Identification. ” Ifyou have nothing to report, enter None.) 

(INFORMATION IN “96’ and “9c” /SAL WAYS REQUIRED.) 

I 

TYPE OF INFORMATION IDENTlFlCATiON (Volume No.fs~~Tab(s~~Page(s) of Report) . 

a. NONCLINICAL LABORATORY STUDIES 

Non3 

1. CLINICAL DATA 
Yens 

1. STATUS REPORT POST-MARKETING STUDIES 
Wolw / 

h STATUS OF OPEN REGULATORY BUSINESS 
(Option&) ,.. ’ i i I. N~roe“.” . . ,) I.. , b I + 

I - 
TYPED NAME AND TITLE OF RESPONSIBLE OFFICIAL OR AGENT 

I 
IRM FDA 2252 (6f92) PREVIOiJS EDiTl,@J.lS OBSOLETE 

FDA USE ONLY 

10. REPORT FILED IN NDA NUMBER 

N ( 8 1 b 1’7 ( 6 lb 
1 

11. DATE OFRECEB’T ; 
‘” 

ACKNOWLEDGEMENT 

. 



Complete a transmittal form for each apphcation for which an annual report is being 
submitted. Retain the carbon copy labeled ‘apphcant. Submit the remaining copies of the 
transmitt$ form along inrith two coptes of the annual report to FDA. 

p..’ 

If any part of the annual report apphes to more than one application, list in item 7 all other 
applicationsto which such parts apply. 

4. APPLICANT 

5. DRUG NAME 

(entered on Acknowledgement Copy) m any 
subseqwnt corrs?spcmdence regarding report 

i - c . 

TRANSMJTTAL OF ANNUA DRUGS FOR HUMAN USE DATE S-UBMITlED 

Nitroflumzone Sulution 0.2% 
7. OTHER NDAIANTIBIOTIC APPLICATION NUMBERS (List allnum6ers if any part of report 

applies to more than one number.) 

QJ ANNUAL 0 OTHER 

8. PERIOD COVERED BY REPORT 

FHOM 70 

YEAR MONrH YEAR MONTH 

9. 

, . r . ..+.q ..1..1~_. : I : 1 . . -*vi_ 2993 Jblgt' "r999 J&y 

REPORT INFORMATION REQUIRED (See 5 3 14.81 for description) 
(Enter type of information dttdched under ‘Identification. * If you have nothing to report, enter None.) 

(fM=ORMATfON IN “96” J/Id “gc - IS AL WAYS REQUIRED.) 

TYPE OF INFORMATION 

a. SUMMARY OF 
SIGNIFICANT NEW INFORMATION 

IDENTiFicATloN (vOftJt7It? NO.(S~/TJb(S~/PJge( Of&pOa) 

b. DISTRIBUTION DATA 
'besnot been manufactured or distributed 

c. LABELING fwhetherornot 
previ&lysubmitted) 

d. CHEMISTRY MANUFACTURING AND 
CONTROLS CHANGES 

e. NONCLINICAL LABORATORY STUDIES 

Nom j 

f. CLINICAL DATA 
Hone 

STATUS REPORT POST-MARKETING STUDIES 

.1. 

._ ‘. -.. T?.’ . . ,.~ .. .- 

- 

.LI 1: .<!’ .f-‘. 1 

I 
FORM FDA 2252 (6/92) PREVIOUS EDIT.I&J IS OBSOLETE 

h STATUS OF OPEN REGULATORY BUSINESS 
(Opt;onJ/) '~ .v * , i ! 8 ? .- . r *. . * 

MOW! 
. , * , 

TYPED NAME AND TITLE OF RESPONSIBLE OFFICIAL OR AGENT 

Jennifer Eckhardt;, Administrative Assistant 

FDA USE ONLY 

0. REPORT FILED IN NDA NUMBER 

.I~~‘,I~~~I, 

1. DATE OF RECEIPT 

ACKNOWLEBGEMFNT 



INSTRUCTIONS 

Complete a transmittal form for each appl,catti&~o; whtch an annual report is being 
submitted. Retain the carbon copy labeled “appkant.” Submit the remaining copies af the 

lies to more than one applicatton, ltst In item 7 all other 

: . I.. . ..- +&..a...m ) ._ . . z ., , 

REPORT INkQRMATlON REQUIRED (See 5 314.81 fordescription) 
(Enter type of information aftacbed under “Identification. ” If you have nothing to report, enter None.) 

?. NONCLINICAL LABORATORY STUDIES 

.._ 

,. 
- 

L 
ACKNOWLEDGEMENT 
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Complete a transmittal form for each application for wh~c@%%nual report is-being 
submitted. Retain-t@ carbon copy.labeled “applicant.” 
transmitt&%xm along with tie copies of the annual reportto FDA. 

If any part of the annual report apphes to more than one application, list in item 7 all other (entered on Acknowledgement Copy) m any 
EUbxqUent COrrapOndenCe regarding repon 

7. OTHER NDA/ANTIBIOTIC APPLICATION NUMBERS (List al/numbers ifanypartofreport 
applies to more than one number.) 

, , .-- :. .-&- . . . L , _ *. : . . . I I. a .i 

REPORT INFORMATION REQUIRED (See 5 314.81 for description) 
(Enter type of information at-tdch~d under “identification. ” Ifyou have nothing to report, enter None.) 

(INFORMA%VU IN ‘9b’Jd “9c” ISAL WAYS REQUIRED.) 

a. SUMMARY OF 

3. DISTRIBUTION DATA 

j. CHEMISTRY MANUFACTURING AND 

?. NONCLINICAL LABORATORY STUDIES 

i CLINICAL DATA 

rYPED NAME AND TITLE OF RESPONSIBLE OFFICIAL OR AGENT 

‘I I’ c +f 
P k 
Y f;r 

,/- 

1 ~;+h@~~ 

URN ADDRESS (Type wifhin the window envelope tic marks) 

.. 
‘A. . . 

:.. “i 
_ : : ,.A,;. _ ; . . 

*g..-- + 
: . . . . .- .[ ,_ 

;..: ,:I 
i ., :. ,. -. ‘_ .: 

‘.., ..( 

1 

FDA USE ONLY 

10, REPORT FILED IN NDA NUMBER 

N I8 IY ].I (8 16 
Il. DATE OF RECE\PT 

. 
a/d Line 

ACKNOWLEDGEMENT 
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